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“We will continue to invest in broadening 
our portfolio of products and expanding 
into new territories.”  

CEO Morten Jurs

Highlights for the quarter

���® Strong underlying market growth and 
continued roll out into new markets including 
Australia and Mexico

���® Continued growth in end-user demand offset 
by partner inventory adjustment in the USA 
and lower 2010 prices

���® Improved cost position after implementation 
of efficiency programme 

���® Strong cash flow enables reduction  
of net debt

���® Next-generation omega-3 compound on  
track to enter clinical phase in Q2 2011
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  Financial and operational Key figures

Sales and production Q4 2010 Q4 2009 FY 2010 FY 2009

Total revenues NOK million  388.2  538.1  1 643.7  1 789.8 
Shipments Tonnes  376  440  1 625  1 518 
Revenues/shipment ratio NOK million/ tonnes shipped  1.03  1.22  1.01  1.18 
Production Tonnes  324  504  1 747  1 625 

End-user market (8 major markets) Q4 2010 Q4 2009 FY 2010 FY 2009

End-user sales volume Million capsules  318  280  1 207  1 041 
End-user sales value USD million  332  296  1 260  1 063 

Profitability Q4 2010 Q4 2009 FY 2010 FY 2009

Gross profit NOK million  271.6  410.7  1 247.1  1 332.5 
Gross margin Per cent 70.0 % 76.3 % 75.9 % 74.4 %
EBITDA1 NOK million  128.9  230.8  626.6  823.4 
EBITDA margin2 Per cent 33.2 % 42.9 % 38.1 % 46.0 %
Net profit NOK million  (8.0)  86.4  97.6  231.1 
EPS NOK  (0.03)  0.29  0.32  0.77 
EPS adjusted3 NOK  0.08  0.41  0.73  1.50 

Cash flow and leverage Q4 2010 Q4 2009 FY 2010 FY 2009

Cash flow from operating activities NOK million  (13.1)  133.9  484.5  660.0 
Cash flow from investing activities NOK million  10.6  (82.5)  (50.4)  (855.7)
Free cash flow4 NOK million  (2.5)  51.4  434.1  (195.7)
Net debt5 NOK million  1 973.9  2 406.0  1 973.9  2 406.0 

1)	EBITDA is defined as profit for the accounting period before financial income and financial expense, income tax expense and depreciation and amortisation. 
Pronova BioPharma presents EBITDA because it is considered to be an important supplemental measure of the group’s operating performance and believe 
it is frequently used by securities analysts, investors and other interested parties in the evaluation of the companies in the industry.

2) EBITDA margin is defined as EBITDA for a particular period divided by revenues for that period.
3) Earnings per share (EPS) adjusted for amortisation of intangible assets and effects of intercompany borrowings.
4) Free cash flow is defined as cash flow from operating activities adjusted for cash flow from investing activities.
5) Net debt is defined as the group’s borrowings adjusted for cash and cash equivalents.

Disclaimer: The board of directors emphasise that in general there is significant uncertainty with regards to forward looking statments given in the report.
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Fourth quarter 2010 with preliminary full year results:

Building a base for sustainable growth 

Omacor® /Lovaza™ cemented its position as 
a blockbuster pharmaceutical product, led 
by strong demand in the US, Spanish, French 
and Korean markets. Total end-user demand 
rose 19 per cent to NOK 7.6 billion in the 
current eight largest markets. The company 
ensured its ability to continue to meet rising 
consumer demand for its pharmaceutical 
omega-3 drug with the manufacturing plant 
at Kalundborg, Denmark, coming fully on 
stream during the year. 

The robust end-user demand was off-
set by a decision by Pronova BioPharma’s 
US marketing partner GSK to bring inven-
tory levels of Lovaza™ in line with end-user 
demand as well as lower partner prices in 
the USA. The impact of the US inventory 
adjustment is expected to continue dur-
ing 2011 but will be partially offset by a 
sharp rise in US partner prices, which is 
expected to increase the overall revenue/
shipment ratio to 1.10 – 1.20. The end-user 
market in volume terms is growing at an 
annual run-rate of 16 per cent in Pronova 
BioPharma’s current eight largest markets. 

Pronova BioPharma has taken sig-
nificant steps during 2010 to diversify 
into new markets, including signing a new 
distribution agreement with Abbott Labo-
ratories to market Omacor®  in 69 countries 
around the world. Marketing approval was 
received in Australia in July and the compa-
ny’s strategy of accelerating roll out in high 
growth emerging markets was manifested 
by approvals in Mexico and Paraguay, with 
Mexico being the world’s 14th largest 
market in value. During 2010, Pronova 
BioPharma launched and started shipment 
to Mexico, Paraguay and Australia. Roll out 
of Omacor® in other fast-growth markets 
including India, Taiwan, South Africa, Bra-
zil and Venezuela is expected in the coming 
years, with marketing approvals pending 

in 27 countries including China and Turkey. 
In Japan, Phase III trials by Takeda are on 
track for completion in H2 2011. 

Progress was also made on new life-
cycle developments for Omacor®/Lovaza™ 
and the group’s R&D efforts are expected 
to result in the first next-generation 
omega-3 derived pharmaceutical focused 
on the entire lipid profile entering clinical 
phase during H1 2011.

The company significantly strength-
ened its financial position during the 
year, with full-year cash generation from 
operations of NOK 484 million. Net debt 
was reduced by NOK 432 million in the 12 
months to December 2010. The company 
will also benefit from an efficiency pro-
gramme during the year aimed at reducing 
manufacturing costs by approximately 
NOK 50 million in full-year 2011. 

Pronova BioPharma continued to act to 
strengthen and defend its IP position. In 
December 2009, patents were granted in 
Europe for the group’s proprietary tech-
nology for the removal of environmental 
pollutants and cholesterol. Patents on 
the same technology were granted in 
the USA in March and May 2010. In addi-
tion, a patent covering pharmaceutical 
compositions with a low concentration of 
environmental pollutants was granted in 
the USA and later listed in the US Food and 
Drug Administration (“FDA”) Orange Book 
in July 2010. Paragraph IV letters regard-
ing this recently granted pharmaceutical 
composition patent were received from 
Par, Apotex and Teva during the year. 

Pronova BioPharma will vigorously 
defend the intellectual property portfolio 
protecting Lovaza™ in the US market. It also 
remains confident that the quality and man-
ufacturing capacity advantages that it has 
achieved through significant investment 

over recent years will provide important 
protection for the Lovaza™/Omacor® brand. 
Some 18 months after patent expiry in most 
countries in Europe, no generic versions of 
Omacor® have been seen in the European 
market. The board has decided not to pro-
pose payment of a dividend at this time, 
but will continue to review use of cash on 
an ongoing basis as the company maintains 
focus on creating value for shareholders 
over the longer term. 

Chief Executive Officer Morten Jurs 
commented, “Pronova BioPharma is well 
positioned to achieve further growth in 
revenues and profit. Over the last dec-
ade, Pronova BioPharma has shaped the 
omega-3 industry by developing a dif-
ferentiated market position within the 
lipid pharmaceutical industry. In 2011, 
we intend to continue to build a base 
for sustainable growth by defending our 
existing market position and participat-
ing in potential new structural solutions 
to further strengthen our leadership in the 
industry domain that we have pioneered. 
With the benefits of the cost reduction 
programme implemented during 2010, 
we will continue to focus on strengthen-
ing our financial position whilst investing 
in broadening our portfolio, bringing new 
products into the clinic and continuing our 
expansion into new markets.”  

MARKET UPDATE
End-user market
Total end-user sales in the eight major 
markets increased by 19 per cent to USD 
1 260 million in 2010, with a volume growth 
of 16 per cent, amounting to 1 207 million 
capsules. It is estimated that around 1.38 
million patients have been using Omacor® 
/Lovaza™ on average during the last six 

Pronova BioPharma ASA announced fourth quarter revenues of NOK 388 million (NOK 538 million) and 
EBITDA of NOK 129 million (NOK 231 million). Full year revenues were NOK 1 644 million (NOK 1 790 
million) and EBITDA was NOK 627 million (NOK 823 million). The performance reflected the impact of 
lower 2010 prices and inventory adjustments by Pronova BioPharma’s US marketing partner. 
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Spain
Omacor® grew 28 
per cent in Spain, 
reaching 52 million 
capsules, corre-
sponding to USD 42 
million in sales (up 
22 per cent year-on-year).  In spite of the 
financial challenges in Spain, Omacor® 
is growing solidly and is a significant 
product in the non-statin market due 
to impressive and dedicated work by 
Pronova BioPharma’s partner in Spain, 
Gruppo Ferrer. Spain is now the second 
fastest growing market for Omacor®.

France
France is the only 
major market with 
Post–MI as sole 
approved indication. 
Omacor® has been a 
commercial success 
in France with USD 39 million in sales (up 
19 per cent year-on-year) and 39 million 
capsules sold (up 24 per cent year-on-
year). Omacor®’s composition patent 
expired in October 2010 for the French 
territory, but the patent for post-MI use 
is valid until 2020.  

UK
The UK also saw sat-
isfactory growth in 
2010, with volumes 
up 14 per cent to 
reach 36 million cap-
sules sold. Omacor® 
was launched in 2002 in the UK, and sales 
were USD 28 million (up 14 per cent year-
on-year) in 2010. 

capsules in 2010. In value terms, the 
growth rate was 4 per cent, which rep-
resented total sales of USD 183 million. 
The commercial success in Italy has been 
supported by the clinical success of the 
GISSI trials (GISSI Prevenzione and GISSI 
HF) and the strong marketing efforts by 
SPA, Sigma Tau and Pfizer. 

Greece
Despite financial 
instability in Greece, 
sales of Omacor® and 
Zodin® increased 
from 2009 to 2010 
to 36 and 14 million capsules respec-
tively. Omacor® and Zodin® continued to 
grow with a healthy combined growth rate 
of 18 per cent from 2009 to 2010. Total 
sales of USD 40 million represented a  
6 per cent year-on-year growth rate.

Korea
The strong growth in 
Korea continued in 
the fourth quarter, 
with end-user sales 
up 36 per cent to 
50 million capsules, corresponding to 
USD 22 million which was an increase 
of 44 per cent. Omacor® has become one 
of the leading products in the Korean 
non-statin market, in close competition 
with fenofibrates. South Korea is one of 
the main growth markets for Omacor® and 
the company has applied to the Korean 
authorities for a prolongation of the com-
position patent which expires in 2012. 
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months. Pronova BioPharma continues 
to be the world’s largest pharmaceuti-
cal company within omega-3 drugs with a 
strong market position in the non-statin 
cardiovascular segment. 

USA 
The US market once 
again showed a good 
annual growth rate 
for Lovaza™ of 15 
per cent with sales 
totalling 730 million 
capsules in 2010. In value, the market 
grew at an impressive 23 per cent to 
reach USD 887 million for the full year. 
Lovaza™ is one of the few branded prod-
ucts which has increased market share 
in 2010, as a result of GSK’s high level of 
dedication to the product. During 2010, 
GSK increased its focus on the detailing 
message and launched a marketing cam-
paign on both television and in magazines. 
Lovaza™ is currently GSK’s second largest 
product in the USA and maintained its 
position in the USA as one of the larg-
est non-statin prescription drugs, with 
a market share of 15.8 per cent as of 
21 January 2011. On 3 February, GSK 
reported 2010 sales of Lovaza of GBP 
530 million, up 17 per cent. 

Italy
Growth also contin-
ued in Italy, Pronova 
BioPharma’s second 
largest market. The 
Eskim, Esapent and 
Seacor brands in Italy continued to grow 
at impressive double digit rates (12 per 
cent), expanding sales to 232 million 
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Germany
Pronova BioPharma 
believes Germany 
has major untapped 
potential. Sales of 
Omacor® and Zodin 
increased to 18 
million capsules in 2010, representing a 
growth rate of just 1 per cent. Total dollar 
sales fell 3 per cent to USD 19 million. In 
addition, parallel import from UK to Ger-
many amounted to 3.8 million capsules 
representing USD 4 million in sales. This 
was an increase of 32 and 25 percent 
respectively.

New markets
During 2010, marketing authorizations 
have been granted for Omacor® in Mexico 
and Australia for both the HTG and post-MI 
indications. These two markets represent a 
total population of around 130 million, and 
according to the 2009 IMS Market prog-
nosis report, the pharmaceutical market 
in Mexico has been forecast to grow at a 
compound annual growth rate of 4–7 per 
cent between 2008 and 2013, from USD 11 
billion in 2008. Mexico was the 14th largest 
pharmaceutical market worldwide in 2009, 
offering considerable potential for Omacor®. 
Pronova BioPharma’s partners Abbott and 
Grupo Ferrer launched Omacor® in Novem-
ber in Australia, Mexico and Paraguay.

Further new market opportunities are 
expected over the next three years, with 
regulatory approval expected in major 
emerging markets including India, South 
Africa, Brazil, Turkey, Vietnam, Malaysia, 
Hong Kong, Taiwan and China as well as 
mature pharmaceutical markets such as 
Japan. Japan is the second largest pharma-
ceutical market in the world with sales of 
USD 70 billion in 2009. 

 Financial review
(Figures in brackets = same period or balance 
date last year)

Revenues and shipments
Total revenues in the quarter came to 
NOK 388.2 million (NOK 538.1 million), a 
decrease of 27.9 per cent compared to 
the same period last year as a result of 
reduced 2010 prices and reduced off-take 
from US partner GSK. This also affected 
the revenues for the full year which came 
in at NOK 1 643.7 million (NOK 1 789.8 mil-
lion), a decrease of 8.2 per cent. Revenues 
at constant currency (applying last year’s 
recorded exchange rate at period’s booked 
revenues in foreign currency) were down 
27 per cent in the quarter and down 6.8 per 
cent for the full year. Total shipments in 
the quarter were 376 tonnes (440 tonnes) 
and total shipments for the full year was 
1 625 tonnes (1 518 tonnes). Revenues per 
shipped tonne were 1.03 (1.22) in the quar-
ter and 1.01 (1.18) for the full year. 

Operating costs and EBITDA 
EBITDA in the fourth quarter was NOK 
128.9 million (NOK 230.8 million), a 
decrease of NOK 44.2 per cent, EBITDA for 
2010 was NOK 626.6 million (NOK 823.4 
million). EBITDA in the quarter was nega-
tively impacted by the gross margin which 
came in at 70.0 per cent (76.3 per cent) 
following the announced decrease in the 
finished goods inventory. For the full year 
the inventory effect has had a positive 
effect on the group’s profit with gross mar-
gin at 75.9 per cent (74.4 per cent). EBITDA 
in the quarter is positively impacted by 
lower employee benefit expenses which 
came in at NOK 54.1 million (NOK 86.9 mil-
lion). The decrease of NOK 32.8 million was 
partly a result of the work force adjust-
ments that were completed in the third 

quarter of 2010, but also a consequence 
of the reversal of bonus accruals. Legal 
expenses in connection with the group’s US 
litigation, amounted to NOK 29.6 million 
(NOK 25.3 million) in the quarter and 106.8 
million (NOK 48 million) for the full year. 

Net financial items 
Net financial items were negative NOK 48.3 
million (negative NOK 30.5 million) in the 
quarter and negative NOK 136.2 million 
(negative NOK 252.8 million) in 2010. The 
group’s interest expenses amounted to NOK 
50.8 million (NOK 36.1 million) in the period 
and NOK 130.5 million (NOK 133.8 million) 
for the full year. Interest expenses in the 
quarter were negatively impacted by reali-
sation of interest swaps with an effect of 
NOK 24.3 million of which NOK 14.6 million 
was related to future liabilities. In connec-
tion with the new refinancing of long term 
borrowings, Pronova renewed its interest 
hedging program in the quarter. The group 
has hedged 100 per cent of the interest 
rate exposure arising from the group’s term 
loan in 2011 and 50 per cent of the expo-
sure from 2012 to 2013. The group applies 
hedge accounting for these derivatives. 
Unrealised effects from fair value evalua-
tion of intercompany borrowings amounted 
to negative NOK 20.1 million (negative NOK 
28.3 million) in the quarter and negative 
NOK 78.5 million (negative NOK 214.6 mil-
lion) for the full year. 

Net profit
Net profit came to negative NOK -8 mil-
lion in the quarter compared to NOK 86.4 
million the same quarter last year. The 
decrease is a result of the decrease in oper-
ating profit as well as an increase in the 
financial items. Earnings per share (EPS) in 
the quarter were negative NOK -0.03 (NOK 
0.29). EPS adjusted for amortisation and 

0

140

280

420

560

700

840

980

GermanyUKFranceGreeceKoreaSpainItalyUSA

End-user sales by major markets at 31 December* 
Amounts in USD million                                                  FY 2009      FY 2010

* Source: IMS Health

722.1

886.8

175.9 182.9

34.1 41.6 15.4 22.3 32.7 38.8 24.8 28.837.7 39.9 19.9 19.3

+23%

+44%+22% +6% +19%

+4%

+14% -3%

Revenues split by market Q4 2010

RoW 3.9%
NOK 15.2 mill.

Europe 50.2%
NOK 195.1 mill.

USA 45.8%
NOK 178 mill.

M
ar

ke
t s

hare Germany

14.1%



6 Pronova  Biopharma  ASA
Report for Q4 2010 With preliminary full year results

intercompany borrowings effects was NOK 
0.08 (NOK 0.41). Net profit year to date 
was NOK 97.6 million (NOK 231.1 million). 
Full-year EPS was 0.32 (0.77) and 0.73 
(1.50) when adjusted for amortisation and 
intercompany borrowings.

Financial position and long term 
financing 
Total assets at 31 December were NOK 
4 602.9 million (NOK 4 975.8 million). Prop-
erty, plant and equipment amounted to 
NOK 2 394.1 million (NOK 2 769.1 million). 
The group’s net working capital (defined as 
inventories plus trade and other receiva-
bles less trade payables, other liabilities 
and provisions) decreased from NOK 374.7 
million at 31 December 2009 to NOK 343 
million at the end of 2010 (working capi-
tal 2009 is adjusted for trade payables 
related to the Kalundborg project). Net 
debt decreased to NOK 1 973.9 million at 
year end from NOK 2 406 million at the end 
of 2009. Total equity amounted to NOK 
1 494.8 million at 31 December compared 
to NOK 1  442.4 million last year, corre-
sponding to an equity ratio of 32.5 per cent 
versus 29 per cent last year. The positive 
impact from net profit in 2010 on the total 
equity with NOK 97.6 million was partly 
offset by a negative effect from changes 
in reserves of NOK 45.2 million in 2010.    

Cash flow
Cash flow from operating activities 
amounted to negative NOK 13.1 million 
(NOK 133.9 million) in the quarter and 
NOK 484.5 million for the full-year. The 
cash outflow in the quarter is a result of a 
weaker EBITDA in the period, periodic pay-
ments such as tax as well as an increase in 
the accounts receivables at year end.  

Operational review
As announced in 2010, a cost efficiency 
programme has been implemented to 
decrease fixed and semivariable costs 
with around NOK 50 million in 2011 com-
pared to 2010. The objective is to reduce 
manufacturing related costs, to increase 
output and yield in production, and to 
enable an increase in the group’s R&D 
investments. The overall workforce at 
31 December had been reduced to 297, 
from 327 at the same date last year. 96 
employees were based in Kalundborg, 139 
in Sandefjord and 62 at Lysaker. Several 
initiatives are planned in order to achieve 

further yield improvement in 2011. 
Total production volume in the fourth 

quarter amounted to 324 tonnes (504 
tonnes) of the pharmaceutical product, 
while shipments came to 376 tonnes 
(440 tonnes). Full-year production and 
shipments reached 1 747 and 1 625 tons 
respectively.

Intellectual property and 
legal update 
USA
Pronova BioPharma is currently involved 
in lawsuits in the USA against Teva 
Pharmaceuticals USA, Inc. (“Teva”), Par 
Pharmaceutical, Inc. and Par Pharmaceu-
tical Companies, Inc. (“Par”), and Apotex 
Corp. and Apotex Inc. (“Apotex”) regard-
ing infringement of the company’s patents 
relating to Lovaza™.  

First ANDA litigation 
The five year, new chemical entity mar-
ket exclusivity on Pronova BioPharma’s 
product, marketed in the USA under the 
trade name Lovaza™, expired in Novem-
ber 2009. Teva, Par, and Apotex have 
submitted Abbreviated New Drug Applica-
tions (“ANDAs”) to the US. Food and Drug 
Administration (“FDA”), seeking to market 
generic versions of Lovaza™. Through the 
ANDA process, a party may obtain FDA 
approval of generic drugs without clinical 
trials if the drug contains the same active 
ingredient and is bioequivalent to a drug 
previously granted approval under a New 
Drug Application (“NDA”).  

In March 2009, Teva, Par, and Apo-
tex sent Paragraph IV Certifications to 
Pronova BioPharma, claiming that U.S. 
Patent Nos. 5 656 667 (“’667 patent”) and 
5  502  077 (“’077 patent”), each listed in 
the FDA Orange Book, are invalid, unen-
forceable, or will not be infringed by the 
manufacture, use, or sale of Teva, Par, and 
Apotex’s proposed generic drug products. 
The ’667 and ’077 patents cover compo-
sitions and methods of using omega-3 
fatty acids, with expiry in April 2017 and 
March 2013, respectively. In response to 
the Paragraph IV Certifications, Pronova 
BioPharma filed suit against Teva, Par, and 
Apotex, triggering a thirty-month stay 
ending in May 2012, until which time the 
FDA cannot fully approve Teva, Par, and 
Apotex’s ANDA applications. There is a 
risk, depending upon the outcome of the 
first ANDA litigation, that, one or more of 

the generic challengers, could attempt to 
obtain permission from the court to mar-
ket at an earlier time.

The two-week trial is scheduled to com-
mence 28 March 2011 in the United States 
District Court for the District of Delaware. 
A trial decision is expected later in the 
spring or early summer of 2011.

Second ANDA litigation 
On 2 July 2010, Pronova BioPharma’s 
composition Patent No. 7  732  488 (“’488 
patent) entitled “Pharmaceutical compo-
sition comprising low concentration of 
environmental pollutants” was listed in the 
FDA Orange Book. The ’488 patent expires 
in January 2025. 

During the third quarter, the company 
received Paragraph IV Certifications from 
Par and Teva related to the ’488 patent, 
and later in the fourth quarter, a Para-
graph IV Certification was received from 
Apotex. Pronova responded by filing pat-
ent infringement suits against all three 
generic manufacturers. In related court 
filings, Pronova has also filed suit against 
Teva, Par, and Apotex for infringement of 
its patents related to stripping processes 
for removal of environmental pollutants 
and cholesterol, Patent Nos. 7  678  930 
and 7 718 698 (“’930” and “’698 patents”).  
The ’930 and ’698 patents were granted 
in March and May of 2010, respectively, 
and will expire in November 2025 and July 
2023.   

The second ANDA trial related to the 
’488, ’930, and ’698 patents has been 
scheduled to commence on 3 January 2012 
in the United States District Court for the 
District of Delaware. 

There is a risk that, if these lawsuits are 
not resolved prior to the end of the thirty-
month stay, one or more of the generic 
challengers will launch their product at 
risk, assuming the challenger has obtained 
FDA approval to market. 

Europe 
The European Patent Office approved 
Pronova BioPharma’s two stripping pro-
cess patents, i.e. the process patent for 
the removal of cholesterol and environ-
mental pollutants, in August 2007 and 
December 2009, respectively EP1524807 
and EP1523541. Both stripping process 
patents were challenged during the admin-
istrative opposition period. Whereas the 
patent for removal of cholesterol was 
successfully defended on 7 October 2010 
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with minor modifications, the process pat-
ent for removal of pollutants is still under 
opposition from 7 different parties. The 
opponents are Orkla ASA, Ocean Nutrition 
Canada Ltd., Nippon Suisan Kaisha, Ltd, IP 
Intellectual Property, KD Pharma GmbH, 
Miller Sturt Kenyon and UIC GmbH. The 
oral opposition hearing for this patent has 
not yet been scheduled.   

Pronova BioPharma’s composition 
patents in France and Austria expired 
2 October 2010, but the company still 
controls a use-patent for the post-MI 
Indication in several countries worldwide, 
with the exception of Italy. This use-pat-
ent, licensed from Pfizer Italia S.r.L, has 
recently become the subject matter of a 
nullity action in Germany, filed by Hexal 
AG. Pronova will enforce and defend the 
patent together with Pfizer Italia S.r.L.   

The company has not observed any 
generic versions of Omacor® in any of the 
European markets.

Life-cycle and R&D update
Pronova BioPharma has filed for a label 
extension to European regulatory authori-
ties based on the clinical results from the 

GISSI-HF trial. The trial, which met the 
primary endpoints, showed a nine per cent 
relative risk reduction of mortality and an 
eight per cent reduction in admissions to 
hospital for cardiovascular reasons for 
patients on 1 gram of Omacor®. Regulatory 
feedback is expected in the second half of 
2011. 

The alginate technology is being tested 
in preclinical trials, and, if results are 
encouraging, Pronova BioPharma expects 
to advance into clinical trials in the third 
quarter of 2011. 

Defiante, an affiliate of Sigma Tau has 
developed a fixed-dose combination of 1 
gram of omega-3 polyunsaturated fatty 
acids and 20 milligrams of simvastatin, 
targeted towards the post-MI population. 
A bioequivalence study has been per-
formed with 194 healthy volunteers with 
encouraging results and the company 
expects a regulatory filing to be sent to 
the Italian regulatory body in Q1 2011.

The group’s R&D initiatives on several 
next generation omega-3 derived phar-
maceutical drug candidates are advancing 
according to plan. It is anticipated that the 
first next generation compound will enter 
phase I in Q2 2011.

20 largest shareholders at 31 December 2010

Shareholder Number of shares % of total Account type Country

1 Herkules Private Equity (Jersey-I) L.p  126 378 281 42.0%   GBJ

2 Herkules Private Equity (Jersey-II) L.p  24 072 055 8.0%   GBJ 

3 Skandinaviska Enskilda Banken  12 351 791 4.1% NOM SWE 

4 Folketrygdfondet  10 546 084 3.5%   NOR  

5 JP Morgan Chase Bank  10 286 766 3.4% NOM GBR 

6 Brown Brothers Harriman & Co  9 180 685 3.1%   USA

7 Morgan Stanley & Co Inc.  7 690 910 2.6% NOM USA 

8 Odin Norge  5 427 188 1.8%   NOR  

9 Odin Norden  5 383 700 1.8%   NOR   

10 Svenska Handelsbanken Stockholm Clients Account  4 674 084 1.6% NOM SWE  

11 State Street Bank And Trust Co.  3 852 990 1.3% NOM USA

12 Nykredit Bank A/S  3 333 897 1.1% NOM DK 

13 JP Morgan Chase Bank  3 332 341 1.1% NOM GBR 

14 JP Morgan Chase Bank  3 200 000 1.1% NOM GBR 

15 Bank Of New York Mellon  3 000 000 1.0% NOM USA

16 Fid. Funds-Eur. Sm. Comp./Sicav  2 987 000 1.0%   LUX 

17 Odin Europa  2 792 897 0.9%   NOR  

18 State Street Bank And Trust Co.  2 781 295 0.9% NOM USA

19 UBS Securities Llc  2 600 140 0.9% NOM USA

20 Vital Forsikring ASA  2 255 880 0.7%   NOR  

Top 20  246 127 984 81.9%

Total all shareholders  300 832 508 100.0%

Outlook
End-user demand for Omacor®/Lovaza™ 
continues to be strong, with long-term 
growth potential in new and existing 
markets around the world. As the largest 
producer of Omega-3 and with the only 
Omega-3 pharmaceutical drug approved 
to date in the US and Europe, Pronova 
believes it is well positioned to continue 
to benefit strongly from the long-term 
growth in this market. 

The underlying end-user consumption in 
Pronova BioPharma’s current eight largest 
markets, as measured by IMS, was about 
1  207 tonnes in 2010, compared to circa 
1 041 tonnes in 2009, representing a very 
healthy year-on-year growth rate of 16 per 
cent. These figures do not reflect loss in 
capsulation, hospital sales, sampling and 
sales to other territories. Total underlying 
consumption is estimated at 1 475 tonnes 
in 2010, up from an estimated 1 300 a year 
earlier. The company expects end-user 
demand to continue to grow in 2011.

Pronova BioPharma has historically 
shipped more than underlying end-user 
demand, but over time expects shipments 
aligned with end-user consumption in the 
markets. Most of the accumulated inven-
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tory is located in the USA, where GSK’s 
inventories are estimated at eight to nine 
months of future sales by many equity 
analysts. Given that the company’s US 
partner encapsulates and packages the 
pharmaceutical product itself, many equity 
analysts have estimated five months of 
stock of future sales as a minimum pipe-
line fill. If GSK were to reduce inventories 
to the estimated minimum feasible level, 
this would represent a reduction in ship-
ments of approximately 250 tonnes. The 
precise extent of this one-off impact 
on 2011 shipments could be lower if the 
US court case is resolved favourably and 
growth in the underlying consumption 
accelerates, and vice-versa in the case of 
early generic entry. 

Pronova BioPharma will receive sub-
stantially higher prices from its US partner 
in 2011 and, consequently, expects a sub-
stantial increase in the overall revenue/
shipment ratio to 1.10–1.20 depending 
on among other factors the total level of 
shipments, geographical mix and currency 
fluctuations. As revenues from royalty 
and co-products are independent of ship-
ments, higher levels of volume would tend 
to push prices towards the lower end of 
the revenue/shipment ratio and vice versa.

The company will continue to defend 
its intellectual property portfolio protect-
ing Lovaza™ in the USA and is currently 
involved in two litigation processes. The 
first trial is scheduled to commence on 28 
March 2011 and the second on 3 January 
2012. All legal processes involve the risk 
of a setback, but the company believes 
it is well positioned to continue to play a 
leading long-term role in the US, even if 
current challenges from generic suppli-
ers are successful. The board believes 
Lovaza™ will continue to benefit from sig-
nificant brand leadership and recognition 
as well as clear advantages of production 
capacity and quality compared with any 
potential competitor products. In Europe, 
no generic competitor has yet emerged in 
the 18 months since the first patent expiry, 
testifying to the complexity and capital 
intensity required for the manufacture of 
Omega-3 derived pharmaceutical drugs. 

Pronova BioPharma is also working to 
diversify its business, both through pro-
gress in its development pipeline, through 
the move into new and fast-growing mar-
kets and through the development of 
potential new strategic positions. The 
renewed agreement with Abbott, covering 
69 countries, has secured further strong 

distribution power for Omacor® in existing 
markets, and the company continues to 
launch into new markets with high growth 
potential such as Mexico and Australia. 
Pronova BioPharma anticipates seeking 
marketing approvals in other important ter-
ritories, including India, South Africa, Brazil, 
Turkey, Vietnam, Malaysia, Hong Kong, Ven-
ezuela and China over the next three years. 
In Japan, marketing partner Takeda is 
expected to complete Phase III trials of 
Omacor® during the second half of 2011. 

Pronova BioPharma is working to pro-
gress its development pipeline, with a new 
compound focused on the entire lipid pro-
file expected to enter clinical trials during 
the second quarter of 2011. 

Pronova BioPharma continues to focus 
on strong cash generation – in 2010 NOK 
434 million of free cash was generated 
which was used to reduce net debt and 
strengthen the company’s financial posi-
tion, providing a solid base for future 
growth and initiatives to broaden the port-
folio of products. The board has decided 
not to propose payment of a dividend at 
this time, but will continue to review use 
of cash on an ongoing basis as the com-
pany maintains focus on creating value for 
shareholders over the longer term. 



Pronova BioPharma group

Condensed consolidated income statement (unaudited)

(Amounts in NOK 1 000) Note Q4 2010 Q4 2009 FY 2010 FY 2009

Total revenues  388 187  538 094  1 643 747  1 789 816 

Change in inventories  (23 834)  27 629  61 085  66 406 
Cost of materials  (92 770)  (154 993)  (457 767)  (523 714)
Employee benefits expense  (54 110)  (86 870)  (267 584)  (255 968)
Depreciation of property, plant and equipment and write downs  (65 681)  (67 318)  (257 963)  (159 010)
Amortisation of intangible assets 3  (24 440)  (22 515)  (89 057)  (89 890)
Other operating expenses  (88 615)  (93 094)  (352 900)  (253 153)

Total operating expenses  (349 450)  (397 161)  (1 364 186)  (1 215 329)

Operating profit  38 738  140 933  279 561  574 487 

Net financial items 4  (48 301)  (30 494)  (136 241)  (252 847)

Profit (loss) before tax  (9 563)  110 439  143 320  321 640 
Income tax expense 5 1 547  (24 041)  (45 717)  (90 543)

Net profit (loss) for the period  (8 016)  86 398 97 603  231 097 

Earnings per share (in NOK) – basic and diluted 6  (0.03)  0.29  0.32  0.77 
EBITDA 128 859 230 766 626 581 823 387
EBITDA margin 33.2% 42.9% 38.1% 46.0%

The notes are an integral part of these consolidated financial statements.	
Due to rounding differences certain summations might not add up.
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Pronova BioPharma group

Consolidated statement of financial position (unaudited)

(Amounts in NOK 1 000) Note 31.12.2010 31.12.2009

ASSETS
Non-current assets
Property, plant and equipment  2 394 140  2 769 075 
Goodwill  633 453  633 453 
Other intangible assets 3  632 737  714 634 
Deferred tax assets 5 -  12 436 
Other financial assets  44 731  39 062 

Total  non-current assets  3 705 060  4 168 660 

Current assets
Inventories  516 755  319 309 
Trade and other receivables  239 309  354 417 
Other financial assets  22 014  13 496 
Cash and cash equivalents  119 752  119 938 

Total current assets  897 830  807 160 
Total assets 4 602 891  4 975 821 

EQUITY AND LIABILITIES
Equity
Share capital  6 017  6 017 
Share premium reserve  579 665  579 665 
Retained earnings 913 807  816 204 
Reserves  (4 658)  40 511 

Total equity 1 494 831  1 442 397 

Non-current liabilities
Deferred tax liabilities 5 222 637  206 042 
Borrowings 8  1 948 457  2 320 473 
Deferred revenues 7  271 800  201 435 
Retirement benefit obligation  22 770  22 505 
Other financial liabilities  465  8 847 

Total non-current liabilities 2 466 130  2 759 302 

Current liabilities
Trade and other payables  208 505  182 141 
Borrowings 8  145 145  205 486 
Other financial liabilities 7  423  22 145 
Current tax liabilities 11 315  171 563 
Deferred revenues  72 017  23 866 
Other liabilities  180 955  126 711 
Provisions  23 570  42 209 

Total current liabilities 641 930  774 121 

Total liabilities 3 108 060  3 533 423 
Total equity and liabilities 4 602 891  4 975 821 

The notes are an integral part of these condensed consolidated financial statements. 	
Due to rounding differences certain summations might not add up.
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Pronova BioPharma group

Consolidated statement of comprehensive income (unaudited)

(Amounts in NOK 1 000) Q4 2010 Q4 2009 FY 2010 FY 2009

Net profit (loss) for the period  (8 016)  86 398 97 603  231 097 

Other comprehensive income
Exchange differences arising on translation of foreign operations  (18 591)  (7 366)  (56 078)  (82 855)
Cash flow hedges  14 542  (8 494)  15 151  410 820 
Income tax relating to cash flow hedges  (4 072)  2 378  (4 242)  (115 030)

Other comprehensive income for the period (net of tax)  (8 120)  (13 481)  (45 169)  212 935 

Total comprehensive income for the period  (16 136)  72 917 52 434  444 033 

	
The notes are an integral part of these condensed consolidated financial statements. 	
Due to rounding differences certain summations might not add up.

 

Pronova BioPharma group

Consolidated statement of changes in equity (unaudited)

(Amounts in NOK 1 000)
Share  

capital
Share  

premium
Retained  
earnings Reserves Total equity 

Balance at 1 January 2010  6 017  579 665  816 205  40 510  1 442 397 
Total comprehensive income 1.1 - 31.12  -  - 97 603  (45 169) 52 434

Balance at 31 December 2010  6 017  579 665 913 808  (4 659) 1 494 830

Balance at 1 January 2009  6 017  579 665  585 107  (172 425)  998 364 
Total comprehensive income 1.1 - 31.12  -  -  231 098  212 935  444 033 

Balance at 31 December 2009  6 017  579 665  816 205  40 510  1 442 397 

The notes are an integral part of these condensed consolidated financial statements. 	
Due to rounding differences certain summations might not add up.
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Pronova BioPharma group

Consolidated cash flow statement (unaudited)

(Amounts in NOK 1 000) Q4 2010 Q4 2009 FY 2010 FY 2009

Cash flow from operating activities
 Profit (loss) before tax  (9 563)  110 439  143 320  321 640 
 Unrealised group internal currency loss(+)/gains(-)  20 096  28 006  78 452  214 272 
 Taxes paid in the period  (59 076)  (38 724)  (183 672)  (122 547)
 Depreciation and amortisation and write downs  90 121  89 833  347 020  248 900 
 Gain on disposal of property plant and equipment  (416)  (3)  (412)  (3)
 Expensed borrowing costs   1 428  392  3 827  1 569 
 Pension costs, without cash effect  (340)  224  266 49
 Currency effects  (821)  (301)  (5 111)  31 222 
 Changes in inventories  (22 347)  3 830  (197 446)  75 315 
 Changes in trade receivables  (39 674)  (99 965)  78 327  42 079 
 Changes in trade payables  42 060  60 115  57 601  (58 120)
 Changes in other current assets/liabilities  (34 606)  (19 975)  162 292  (86 623)

 Net cash from operating activities  (13 137)  133 872  484 465  659 996 

Cash flow from investing activities 
 Payments for property, plant and equipment  (2 481)  (82 464)  (63 492)  (855 654)
 Proceeds from sale of property, plant and equipment  13 090 -  13 090 -

 Net cash from investing activities  10 608  (82 464)  (50 403)  (855 654)

Cash flow from financing activities 
 Proceeds from new long-term borrowings  -  -  -  450 000 
 Repayment of long term debt  (179 909)  (101 587)  (433 308)  (205 620)

 Net cash from financing activities  (179 909)  (101 587)  (433 308)  244 380 

 Effect of currency translation of bank deposits, cash and cash equivalents  (368)  (514)  (941)  (5 560)

 Net change in bank deposits, cash and cash equivalents  (182 806)  (50 694)  (187)  43 162 
 Bank deposits, cash and cash equivalents at beginning of period  302 558  170 631  119 938  76 776 

 Bank deposits, cash and cash equivalents at end of period  119 752  119 938  119 752  119 938 

The notes are an integral part of these condensed consolidated financial statements. 	
Due to rounding differences certain summations might not add up.
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Pronova BioPharma group

Selected notes to the accounts

Note 1  Basis of preparation 

All reported figures in the financial statements are based on International Financial Reporting Standards (IFRS). The accounting policies applied 
by the group in these condensed consolidated interim financial statements are the same as those applied by the group in its consolidated financial 
statements as at and for the year ended 31 December 2009.

The interim accounts are presented in accordance with IAS 34 Interim Financial Reporting. 

Note 2   Revenues by geography 

(Amounts in NOK 1000) Q4 2010 Q4 2009 FY 2010 FY 2009

Europe  195 050  182 740  790 298  699 025 
USA  177 975  341 328  784 949  1 036 492 
RoW  15 162  14 026  68 501  54 299 

Total  388 187  538 094  1 643 747  1 789 816 

Note 3    Amortisation profile of intangible assets  

Pronova BioPharma ASA purchased the subsidiary Pronova BioPharma Norge AS (formerly Pronova Biocare AS) for a net excess purchase price 
of NOK 1 407.9 million on 10 May 2006. Through a purchase price allocation, as required by IFRS 3, identifiable intangible assets have been 
recognized apart from goodwill. Of the excess purchase price, NOK 1 121.9 million was allocated to identifiable intangible assets at the time of 
acquisition; whereas remaining carrying amount as at 31 December 2010 was NOK 599.6 million, NOK 522.3 million has thus been amortised since 
the acquisition of the company, as the aquired intangible assets have finite useful lives. The amortisation charge for intangible assets aquired in 
this business combination was NOK 86.9 million in 2010 and NOK 88.9 million in 2009.

Amortisation profile of intangible assets

(Amounts in NOK 1000)
 Customer 

relations 
Customer 
contracts  Patents  Total 

2011  30 195  25 101  24 656  79 952 
2012  27 309  29 174  22 601  79 084 
2013  25 267  26 765  18 416  70 448 

The residual value, useful life and the amortisation method applied are subject to review on an annual basis and, if expectations differ from the 
previous estimates or there have been a significant change in the expected pattern of consumption of the future economic benefits embodied in 
the intangible assets, the estimates or method will be changed to reflect the changed estimates or pattern.
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Note 4  Financial items

Net financial items were negative NOK 48.3 million (negative NOK 30.5 million) in the quarter and negative NOK 136.2 million (negative NOK 
252.8 million) in 2010. The group’s interest expenses amounted to NOK 50.8 million (NOK 36.1 million) in the period and NOK 130.5 million (NOK 
133.8 million) for the full year. Interest expenses in the quarter were negatively impacted by realisation of interest swaps with an effect of NOK 
24.3 million of which NOK 14.6 million was related to future liabilities. In connection with the new refinancing of long term borrowings, Pronova 
renewed its interest hedging program in the quarter. The group has hedged 100 per cent of the interest rate exposure arising from the group’s 
term loan in 2011 and 50 per cent of the exposure from 2012 to 2013. The group applies hedge accounting for these derivatives. Unrealised 
effects from fair value evaluation of intercompany borrowings amounted to negative NOK 20.1 million (negative NOK 28.3 million) in the quarter 
and negative NOK 78.5 million (negative NOK 214.6 million) for the full year. 

Note 5  Taxes 

Calculated income tax expense for the quarter was negativ NOK 1.5 million (NOK 24 million), which corresponds to an effective tax rate of 16.2 
per cent (21.8 per cent). The tax expense for the quarter was impacted by permanent differences that occurred in the quarter. Total calculated 
income tax for 2010 was NOK 50 million (NOK 90.5 million), which corresponds to an effective tax rate of 34.9 per cent for the period (26.6 per 
cent). The effective tax rate for 2010 is impacted by an adjustment on NOK 5.6 million of previous period’s payable tax. Underlying effective tax 
rate for the group was 31 per cent, exclusive of the effect of the prior period adjustment due to temporary differences in the tax calculation for 
2010. The tax rates in Norway and Denmark are 28 per cent and 25 per cent, respectively.

Note 6  Earnings per share 

(Amounts in NOK 1 000) Q4 2010 Q4 2009  FY 2010 FY 2009

Net profit for the period  (12 286)  86 398 93 333  231 098 
Average number of ordinary shares outstanding (basic)  300 832 508  300 832 508  300 832 508  300 832 508 

Basic and diluted profit  per share (NOK) (0.04)  0.29  0.31  0.77 

Note 7  Deferred revenues 

Following the acquisition of Pronova BioPharma’s long term partner Solvay Pharmaceuticals by Abbot Laboratories, the companies signed an 
amendment to the existing License and Supply agreement for Omacor® during the third quarter. The amendment includes a payment of an upfront 
incentive fee to Pronova BioPharma of EUR 19.5 million which is classified as deferred revenues in the statement of financial position. The pay-
ment is to be offset against royalties owed to Pronova BioPharma during the first three years of the contract. If the incentive fee which exceeds 
royalty payment for each 12 months period starting 1 July, this will be booked as revenue at the end of the period. The part of the incentive fee 
that is to be offset against royalties within the next 12 months, is classified as current deferred revenues and the remainder of the amount is 
classified as non-current deferred revenues. 
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Note 8  Borrowings 

Pronova BioPharma signed 30 September 2010 a 5-year senior credit facility agreement, consisting of a multicurrency term loan facility of 
NOK 1 780 000 000 and a NOK 500 000 000 multicurrency revolving credit facility. The facility is for general corporate purposes and replaces 
existing facilities maturing in 2012. The multicurrency term loan facility is divided into two tranches of NOK 680 000 000 with 10 semi-annual 
repayments and NOK 1 100 000 000 with a bullet profile. In addition, Pronova BioPharma also signed a 5-year NOK 100 000 000 credit line for 
working capital and general corporate purposes. 

The interest rate applicable on the loans is the relevant interbank offered rates plus the lender’s applicable margins. The margin is determined by 
the group’s leverage ratio. Financial covenants are the company’s leverage ratio and interest coverage ratio. 

The assets pledged as security and guarantees for the borrowings are property, plant and equipment, inventory and trade receivables in Pronova 
BioPharma Norge AS. Pronova BioPharma. In addition the lender has a first priority pledge on all shares in Pronova BioPharma Norge AS, owned 
by Pronova BioPharma ASA, and all share in Pronova BioPharma Danmark A/S, owned by Pronova BioPharma Norge AS. Assets pledged under 
this agreement cannot be pledged to secure borrowings from any other lender prior to consent of the current lender. 
The group will, according to the agreement, use derivative financial instruments to hedge parts of the interest rate exposure that arises from the 
agreement. 

The utilisation of the loan in the new agreement was requested and granted 8 October 2010. According to the group’s previous repayment sched-
uled NOK 100 million was due for payment in December 2010. According to the new agreement this payment was made at the utilisation date. As 
of 31 December 2010 NOK 300 000 000 of the multicurrency revolving credit facility was utilised.

The 10 semi-annual instalments commencing in March 2011 are as follows: 

Repayment date  Repayment instalment 

March 2011  70 000 000 
September 2011  70 000 000 
March 2012  70 000 000 
September 2012  70 000 000 
March 2013  70 000 000 
September 2013  70 000 000 
March 2014  70 000 000 
September 2014  70 000 000 
March 2015  70 000 000 
Final maturity date  1 450 000 000 

Total  2 080 000 000
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Addresses
Pronova BioPharma ASA
Pronova BioPharma Norge AS
P.O. Box 420
NO-1327 Lysaker
Norway

Office address:
Vollsveien 6, Lysaker

Tel:	 +47 22 53 48 50
Fax:	 +47 22 53 48 51
E-mail:	 pronova@pronova.com

Pronova BioPharma Norge AS (plant)
P.O. Box 2109
NO-3202 Sandefjord
Norway

Office address:
Framnesveien 41, Sandefjord

Tel:	 +47 33 44 68 00
Fax:	 +47 33 44 68 01

Pronova BioPharma Danmark A/S (plant)
Juelsmindevej 5, Kalundborg
DK-4400 Kalundborg
Denmark

Tel:	 +45 7211 2711
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Pronova BioPharma ASA (“Pronova BioPharma” or the “company” or the “group”) (OSE: PRON.OL) 
is a global leader in the research, development and manufacture of marine-originated omega-3 
derived pharmaceutical products. The first commercialised product developed from Pronova 
BioPharma’s Active Pharmaceutical Ingredient (API) is the first and only EU- and FDA-approved 
omega-3 derived prescription drug. The product is branded as Omacor®in a number of countries 
throughout Europe and Asia and as Lovaza™ in the USA. 


